
PREMARKET NOTIFICATION

5 10(k) SUMMARY

(As Required By 21 CFR 807.92) SEP 3 0 2011

This summary of 5 10(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 5 1 0(k) number is: -A.2320 Date:201 1/8/9

1. Submitter:
Health & Life Co., Ltd.

9F, No. 186, Jian Yi Road, Zhonghe District, New Taipei City, Taiwan, R.O.C.

TEL +886-2-8227-1300
FAX :+886-2-8227-1301

Contact person: Sarah Su/ Regulatory Affairs Dept.

E-mail: sarah.sutithlmt.com.tw
Tel: 886-2-8227-1300 ext. 1201
Fax: 886-2-8227-1301

2. Name of the Device:
Trade Name: Full Automatic (NI BP) Blood Pressure Monitor, Model HLI 68JD

Common Name: Blood Pressure Monitor

Classification Name: Noninvasive Blood Pressure Measurement System

Classification: Class 11, 21ICFR 870.1130
Product Code: DXN
Panel: Cardiovascular

3. Information for the 510(k) Cleared Device (Predicate Device):
Full Automatic (NIBP) Blood Pressure Monitor, Model HLI68GA, K050714

4. Device Description:

HLI68JD automatically measures human's Systolic, Diastolic blood pressure and
heart rate by using the oscillometric method. All values can be read out in one LCD

panel. Measurement position is at human being's wrist. The intended use of this

over-the-counter device is for over the age of 18 with wrist circumference ranging

from approx. 5.3~- 7.7 inch (13 5 -195 mm) and for home use.
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5. Intended Use
H-L 168JD uses the oscillometric method to automatically measure systolic and

diastolic blood pressure as well as heart rate. The measurement position is at human

being's wrist. All values can be read out in one LCD panel. The device is designed for

home use and recommended for use by adults aged 18 years and older with wrist

circumference ranging approx. 5.3 -~ 7.7 inch (13 5 -~ 195 mm).

6. Comparison of device to predicate device:

Product Specification Comparison Table of HL168JD and HLl68GA (1(050714)

<%1TAO Predicate
~ 7 tHIA68JD h

Method of
Oscillometric Same as left

measurement

Measremet Pessue 0 280m~gRated range of cuff pressure: 0- 300mmHg

Measue ment P es ue 0- 28Otsm inug Rated range of determination: 40- 28OmmHg

rang of Puls 40199beat/miutePulse 40-199 beats/minute

AcuayPressure +/- ')mmHg Same as left
Accuracy Pulse +/- 5% ____________________

Inflation Automatic inflation (Air pump) Same as left

Deflation of Automatic air release
Same as left

pressure control valve

Display Liquid Crystal Display Same as left

Meoy40 memory * 3 users 30 memory * 3 users

Memry(120 memory total) (90 memory total)

Wrist circumference
Cuff size Same as left

approx. I135 -~ 195 mm

Operation I * 0C,3%8%..50 0F-104TF (100C - 40tC),

environment 15%-90% Ri-I.

Storage/ - 200C - +60 0C, 40F- +I580 F (- 200C - 470 0C),

Trnprtto 0%-95%R.H. 90%R.H.
environment

2 x"AAA" ( 1.5V)
Power Supply AlaiebteySame as left

Material AShuigadSame as left
rubber keys

Number of
5 Same as left

Push Bottom

Storage case Yes Same as left

UiWegtApprox. 133g Approx. 166±5g

Uni Weght(Including batteries) (Excluding batteries)

5-2 7T,) 6e243



Changes from the predicate devices HL168GA (K050714):
* 5 push buttons' positions, changing of exterior casing design

* The modification of the dimension of the inflatable bladder and cuff cloth

7. Discussion of Clinical Tests Performed:

HLI68JD is compliant to standards of ANSI/AAMI SPIO:2002/(R) 2008 &

ANSI/AAMI SPI 0:2002/Al :2003/(R) 2008 & ANSI/AAMI SPI 0:2002/A2:2006/(R)

2008 and AAMI / ANSI / ISO 81060-2:2009. All the relevant activities were

performed by designate individual(s) and the results demonstrated that the

predetermined acceptance criteria were fully met. Besides, HL168JD successfully

passed the European Society of Hypertension validation according to International

Protocol revision 2002 for the validation of blood pressure measuring devices in

adults and has been published on dabl website as well.

8. Discussion of Non-Clinical Tests Performed for Determination of Substantial

Equivalence are as follows:

The subject device was tested to evaluate its safety and effectiveness, including the

followings:

a. Safety Test:
-IEC 60601-1:l988+AI:1991+A2:1995, Medical electrical equipment - Part 1: General

requirements for basic safety and essential performance.

- EG 80601-2-30:2009, Medical electrical equipment - Part 2-30: Particular requirements for

the basic safety and essential performance of automated noninvasive sphygmomanometers.

b. EMC Test: lEG 60601-1-2 Edition 3:2007-03, Medical electrical equipment - Pant 1-2:

General requirements for basic safety and essential performance - Collateral standard:

Electromagnetic compatibility - Requirements and tests.

c. Biocompatibility Test:
- ISO 10993-1:2009, Biological evaluation of medical devices -- Part 1: Evaluation and testing

within a risk management process.

- ISO 10993-5:2009, Biological evaluation of medical devices -- Part 5: Tests for In Vitro

cytotoxicity.

- ISO 10993-10:2002/Amd. 1:2006(E), Biological evaluation of medical devices --Pant 10:

Tests for irritation and delayed-type hypersensitivity amendment 1.

d. Reliability Test: ANSI/AAMI SPIO:2002/(R) 2008 & ANSI/AAMI SPIO0:2002/AI:2003/(R)

2008 & ANSI/AAMI SPI0:2002/A2:2006/(R) 2008, Manual, electronic or automated

sphygmomanometers.

e. Risk Assessment: ISO 14971:2007 Medical devices - Application of usability engineering

to medical device.

9. Conclusions:
The subject device was tested and fulfilled the requirements from those standards

mentioned above, and it's concluded that the subject device is substantially equivalent to

the predicate devices.34
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H-ealth & Life Co., Lid.
c/o Mrs. Sarah SLI
Manager
9F- No. 186, lan Yi Road S. ~2X
Zhonighe District, New 12W pci Ci tv
[aiwan. 235

Re: K] 112320
Trlacle/ Devi ce Name: F LIlI au Uton-tat (N 11311) bloo0d peCsstie moni to r (modelI H L I 68il))
Regu'Lation INuLmbe r: 2 1 CFRZ 870.1130
ReguLlationl Name: Norni wasi ye blood pre-ssulre measurement systemn
Regulatory Class: C lass I I (two)
Product Code: DX.IN
Dated: AuguLst 19, 20 11
Received: AuguLst 19. 2011

Dear- ivrs. SuI:

We have reviewed your Section 510O(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially eqluivalent (for the indications
for uise state(I in thle enlosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1 976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, DrugY
and Cosmectic Act (Act) that do not reqirie approval of a premarket approval application (PIMA).
YOU may, there fore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requiremenlts for annual registration, listing of'
decvices. 0ood mnanufactu-ring I~atie labeling, and prohibitions againist misbranding and
adultreration. Please note: CD RI-I does niot eva! uate information related to contract liabili ty
warran ties. We remind youl, however, that device label ing mnuLst be trulthfulI and not misleading.

If your device is classified (see above) into either class.11 (Special Controls) or class III (P'MA), it
may be Subject to additional controls. Existing major regulationis affecting your device can be
found in the Code of Federal RegUlations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcemrents concerning Your device in the Federal Register.



P Q , 2 I r ls. Silrah SuI

Please be advised that FDA's issuan1ce oF'L asubstantial eqIuivalcelC de~termlination1 does nlot 1man
that FDA has madec a determination that Your device Complies with other requLirements of the Act
or' Liny Federa- l statIC tiad reguI(Ilations adm ini stei'ed by other Federal agence s. YOU ii must
com Ifly with all the Acti's r equirIements, i neItudi ng, butt not I im ited to: reg-istratlo n and l isting (2 1
C F Itat 807); labeling (2 1 C FR Part 801); medical device reportine (reporti ng o' med ica I
dlevice-related adverse events) (2 1 CFRZ 803); good mlanuLfactur'ing( practice requirements aIS Set
Fthl inl the quaI~lit\ yM stes (QS) reguIlationl (2 I CFRL Part 820); and if a p p I icable , thIie electi'o I i c
prodcLIt radiationl contro lpovisions (Sections 531-542 of'the Act); 21 CFR 1000-1050,

IF you desirec speci [-Ic advice 'or. VOL1 ur device o Our 11-1abelIing reguI ltion[ (2 1 C F L Part 801). plIcase
g-o to hIp//wv Fd~o/buFACnes 'ie/DR/ DRH fcsu~ 15 809.htmI1 For
the Center For- Devices and Radiological -Icalth's (CDRZI-I's) Oflice of Compliance. Also, please
nlote the reeu laltionl entitled, 'N'lisbrandimg by reference to premarket notillication" (21 CFI1 'art
807.97). For1 quLestionIs regarding, the reporting oF ad verse events undler the MADR reglion101 (21I
CFI< Part 803), please go to

httj //\.vvwFda c vM e ia Deics/Sfev/epotarolemdeFail . tmfor the CID R[-Is Office
oF'S tirvei Ilnce 111d B~iometrics/Division of' Postmarket Surveillanlce.

YOU nay obtain other general inilor-mationl onl yOLir res~ponsi bili ties tinder the Act from the
Division oF'Small ManuIFaLctUrers. International and Consumlier Assistance atl its toll-Free nmitlber
(800) 638-2041 or (301) 796-7 100 or ait its Internet address

Sincerely yours

4/ ramn D. ZuIckernalinf, MA.D.
Di rec to r
Division of Cardiovascular- Devices
OFFice of Device Evaluation
Center for Devices and
Radiological Health

En)closure



Indication for Use

510(k) Number (if known): t- 1232o0
Device Name: Full Automatic (NIBP) Blood Pressure Monitor, Model HL168JD

Indications for Use:

HL168JD uses the oscillometric method to automatically measure systolic and diastolic

blood pressure as well as heart rate. The measurement position is at human being's wrist.

All values can be read out in one LCD panel. The device is designed for home use and

recommended for use by adults aged 18 years and older with wrist circumference ranging

approx. 5.3 - 7.7 inch (13 5 -~ 195 mm).

Prescription Use AND/OR_ Over-The-Counter Use V

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

OF NEEDED)

Concurrence of CDRH, Office of Devices E ion (ODE)

Page I of_N

(DMvian Sign-Off)
Division of Cardiovascular Devices

510(k) Number A!/~ .~
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